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DETAILED ACTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 

1 1/17/2009 has been entered. 

2. Claims 138 and 173-179 are pending and currently under consideration as they 
read on a method for producing a polypeptide capable of stimulating an immune response 
against a molecule, the method comprising: (a) identifying a molecule against which the 
stimulation of the immune response is desired, the molecule consisting of a Group 2 
allergen of a house mite of species Dermatophagoides pteronyssinus (Der p 2); and (b) 
forming a fusion protein by joining the molecule as a first portion thereof with a second 
portion being an Fve polypeptide having a sequence shown as SEQ ID NO: 6 and 
comprising a mutation selected from the group consisting of: a mutation from R to A at 
position 27 of that sequence (R27A) and a mutation from T to A at position 29 of that 
sequence (T29A). 

3. The listing of references in the specification on pages 147-159 is not a proper 
information disclosure statement. 37 CFR 1.98(b) requires a list of all patents, 
publications, or other information submitted for consideration by the Office, and MPEP 
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§ 609.04(a) states, "the list may not be incorporated into the specification but must be 
submitted in a separate paper." Therefore, unless the references have been cited by the 
examiner on form PTO-892, they have not been considered. 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 138 and 173-179 are rejected under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for : a method for producing the fusion 
proteins of SEQ ID NO:44 and 46 using nucleic acids, vectors and host cells, does not 
provide reasonable enablement for : a method for producing a polypeptide capable of 
stimulating an immune response against a molecule, the method comprising: (a) 
identifying a molecule against which the stimulation of the immune response is desired, 
the molecule consisting of a Group 2 allergen of a house mite of species 
Dermatophagoides pteronyssinus (Der p 2); and (b) forming a fusion protein by 
joining the molecule as a first portion thereof with a second portion being an Fve 
polypeptide having a sequence shown as SEQ ID NO: 6 and comprising a mutation 
selected from the group consisting of: a mutation from R to A at position 27 of that 
sequence (R27A) and a mutation from T to A at position 29 of that sequence (T29A) of 
claim 138; in which the first portion comprises a Group 2 allergen of a house mite of 
species Dermatophagoides pteronyssinus (Der p 2) and the second portion comprises an 
FveR27A polypeptide having a sequence shown as SEQ ID NO: 32 of claim 173; in 
which the polypeptide comprises a Der p 2-FveR27A fusion protein comprising a 



Application/Control Number: 10/553,674 Page 4 

Art Unit: 1644 

sequence shown as SEQ ID NO: 44 of claim 174; in which the first portion comprises a 
Group 2 allergen of a house mite of species Dermatophagoides pteronyssinus (Der p 2) 
and the second portion comprises a FveT29A polypeptide having a sequence shown as 
SEQ ID NO: 36 of claim 175; in which the polypeptide comprises a Der p 2-T29A 
fusion protein comprising a sequence shown as SEQ ID NO: 46 of claim 176; in which 
the polypeptide further comprises a glutathione S transferase (GST) moiety of claim 177; 
which comprises joining a first nucleic acid sequence encoding the molecule against 
which the stimulation of the immune response is desired to a second nucleic acid 
sequence encoding the Fve polypeptide to form a construct of claim 178; and in 
which the first nucleic acid and the second nucleic acid are joined in an expression 
vector, and the fusion protein is expressed from the expression vector of claim 179. 

Applicant's argument filed on 1 1/17/2009 has been fully considered, but is not 
found persuasive. 

Applicant argues: 

"It is clear from the above that the specification describes the invention in sufficient 
detail to enable a person skilled in the art to make the invention. Applicants therefore submit that 
claim 138 and dependent claims are sufficiently enabled by the specification as filed. Applicants 
respectfully request reconsideration and the withdrawal of this rejection." 

It is the Examiner's position that the specification discloses in the Appendix on 
page 165 the fusion proteins of SEQ ID NO:44 and 46 and in a method for their 
production in Example 13 on pages 117-121 and Figure 16. 

The recitation of "having a sequence shown as" is open language that 
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encompasses polypeptides that may comprise subsequences of the recited sequences and 
may further comprise any number of additional amino acids added onto the N- and/or C- 
terminus of the disclosed peptide portion. Applicant is encouraged to amend the claims 
to recite, for example in claim 1, "comprises the FveR27A polypeptide of SEQ ID 
NO: 6." The specification has not adequately disclosed the genus of methods recited and 
it would require one or ordinary skill in the art to perform undue experimentation to 
perform the invention commensurate in scope with the claims. 

In addition, the claims are lacking steps that are required to produce the recited 
proteins. It is the Examiner's position that, as recited, claims 138 and 173-177 are 
directed to fusing or joining two proteins without the use of nucleic acids. Therefore, 
claims 178-179 which comprise nucleic acids are not enabled as being dependent upon 
claims 138 and 173-177 since the two proteins are not being joined in the method, rather 
the expression method results in a fusion protein. In addition, nucleic acid based methods 
require host cells to express the proteins. It is suggested that Applicants amend all the 
claims to recite the necessary elements for expression of the fusion proteins using nucleic 
acids , which is the only method disclosed in the specification for generating the fusion 
proteins. 

In addition, Applicants are encouraged to amend the claims to recite "wherein" in 
place of "in which" in claims 173-179. 



6. Claims 138 and 173-179 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
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reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Applicant is in possession of : a method for producing the fusion proteins of SEQ 
ID NO:44 and 4 using nucleic acids, vectors and host cells. 

Applicant is not in possession of : a method for producing a polypeptide capable 
of stimulating an immune response against a molecule, the method comprising: (a) 
identifying a molecule against which the stimulation of the immune response is desired, 
the molecule consisting of a Group 2 allergen of a house mite of species 
Dermatophagoides pteronyssinus (Der p 2); and (b) forming a fusion protein by joining 
the molecule as a first portion thereof with a second portion being an Fve polypeptide 
having a sequence shown as SEQ ID NO: 6 and comprising a mutation selected from 
the group consisting of: a mutation from R to A at position 27 of that sequence (R27A) 
and a mutation from T to A at position 29 of that sequence (T29A) of claim 138; in which 
the first portion comprises a Group 2 allergen of a house mite of species 
Dermatophagoides pteronyssinus (Der p 2) and the second portion comprises an 
FveR27A polypeptide having a sequence shown as SEQ ID NO: 32 of claim 173; in 
which the polypeptide comprises a Der p 2-FveR27A fusion protein comprising a 
sequence shown as SEQ ID NO: 44 of claim 174; in which the first portion comprises a 
Group 2 allergen of a house mite of species Dermatophagoides pteronyssinus (Der p 2) 
and the second portion comprises a FveT29A polypeptide having a sequence shown as 
SEQ ID NO: 36 of claim 175; in which the polypeptide comprises a Der p 2-T29A 
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fusion protein comprising a sequence shown as SEQ ID NO: 46 of claim 17 and as 
applied to claims 177-179. 

Applicant's argument filed on 1 1/17/2009 has been fully considered, but is not 
found persuasive. 

Applicant argues: 

"Accordingly, the specification sufficiently describes the claimed invention in full, clear, 
concise and exact terms and satisfies the written description requirement of 35 U.S.C. § 1 12, first 
paragraph. Thus Applicants respectfully request reconsideration and withdrawal of this rejection 
with respect to claim 138 and dependent claims thereof." 

It is the Examiner's position that Applicant has disclosed only a method for 
producing the fusion proteins of SEQ ID NO:44 and 46 using nucleic acids, vectors and 
host cells; therefore, the skilled artisan cannot envision all the contemplated method 
possibilities recited in the instant claims. 

The recitation of "having a sequence shown as" is open language that 
encompasses polypeptides that may comprise subsequences of the recited sequences and 
may further comprise any number of additional amino acids added onto the N- and/or C- 
terminus of the disclosed peptide portion. Applicant is encouraged to amend the claims 
to recite, for example in claim 1, "comprises the FveR27A polypeptide of SEQ ID 
NO: 6." The specification has not adequately described the genus of methods recited. 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nora M. Rooney whose telephone number is (571) 272- 
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9937. The examiner can normally be reached Monday through Friday from 8 :30 am to 
5:00 pm. A message may be left on the examiner's voice mail service. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ram Shukla 
can be reached on (571) 272-0735. The fax number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). 



June 18,2010 
/Nora M Rooney/ 
Examiner, Art Unit 1644 



